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GBJECTI VES

1.

Di scuss the history and el ements of informed consent for
clinical and research care.

Sunmari ze the evolution and types of advance directives and
ot her surrogate-deci sion nmaki ng requirenents.

Commrent on sone | egal issues surrounding the involvenent of
children in research

Di scuss issues related to nedi cal records including
docunentation requirenents and protection of confidentiality.

Di scuss issues of Iegal liability and coverage for Federal
enpl oyee and non-Federal clinical researchers.

Understand the rules and criteria in order to identify and
resolve conflicts of interest.

Descri be the policies and i ssues associated with authorship
and rights in data.

CONTENT QUTLI NE

| . Introduction

A topic such as legal issues in clinical research is
expansi ve and cannot be fully explored in a few hours or even
a few days. An attenpt has been nmade to focus on issues
commonl y encountered by, or of concern to, investigators in
the clinical research environnent.

nf or red Consent

A. Wiere did the idea conme fromthat a patient has the right
to reasonably infornmed participation in decisions involving
his or her health care? Hi storically, inforned consent grew
fromthe common |law tort of battery, i.e., an individual's
right to be protected from nonconsensual touching.

B. Early cases | ooked only to the existence of a consent.
Begi nning in the 1950s, courts began to focus on the
"quality" of the consent, i.e., finding no legally effective
consent unless the patient understands the procedure or
treatnment to which he or she is consenting and the risks

i nherent therein.



C. CGenerally, the case | aw has devel oped so as to provide for
di scl osure of the followi ng itens, when applicabl e:

di agnosi s (patient's condition or problem
nature and purpose of the proposed treatnment

ri sks and consequences of proposed treat nment
probability of success

feasible alternatives

prognosis if the proposed treatnment is not given

ouhwhE

D. These general elenents of clinical care or treatnent
consent are closely related to those el enents necessary in a
consent for participation in research as required by 45 CFR
section 46.116, the human subj ect protection regul ations.

E. A conpetent patient or the duly authorized | egal
representative signs a variety of consents, e.g., protoco
consents, a general adm ssion consent and consents for
certain medi cal and surgical procedures. Such consents
shoul d i ncorporate the necessary, applicable el enents of

i nforned consent. There is an exception fromthe inforned
consent requirenent for the provision of clinically accepted
care in an energency, unless the patient is conpetent and

r ef usi ng.

Advance D rectives/ Substitute Consent

A. Today it seens inplicit that if an individual has the
right to consent to treatnent that sane individual has the
right to refuse certain procedures or treatnents. But what
happens when the individual |acks the capacity to consent (or
refuse)? Several questions arise, for exanple, who wll nake
t he deci sion and how can the individual's w shes be taken

i nto account.

B. Since the Quinlan decision in 1976, a nunber of court
cases have upheld the right of a conpetent patient to refuse
treatnent even if it is life-sustaining, and courts or state
| aws have aut horized famly nmenbers or other designated
individuals to act as surrogate decision nakers for

i nconpetent patients. However, the U S. Suprene Court in
Cruzan upheld M ssouri's requirenent that clear and
convi nci ng evidence of a patient's w shes was necessary in
order for a surrogate to forego or wi thdraw |ife-sustaining
treatnment in the case of a young woman in a persistent
vegetative state, given the absence of a clear statenent or
appoi ntnent of a proxy by the patient. Because of the case
law and rel ated statutory devel opnents, attention has been
focused on the use of advance directives, docunents either
clearly reflecting the patient's w shes and/or designating a
substitute decision maker.



C. There are two general types of legally recognized advance
directives, the living will and the durabl e power of attorney
for health care.

1. Living WIIl - a docunent that permts an
individual to direct in
witing that certain life-

sust ai ni ng nmeasures be withheld or withdrawn if he or
she is in a "termnal condition" and doesn't have the
capacity to nake deci sions.
2. Durable Power of Attorney for Health Care (a.k.a. DPA
or "health care proxy") - a docunent in which an
i ndi vidual appoints a surrogate to nake decisions in the
event he or she becones incapable. The DPA nmay or nay
not contain statements of the person's w shes to guide
t he surrogate.

D. The dinical Center (CC) has its own DPA form which

provi des for the appoi ntnent of a surrogate who is authorized
to provide informed consent for participation in research and
routine nedical care while the individual is at the CC. The
CC recogni zes ot her advance directives validly executed by
the patient. Depending on the nature of the research or the
process of the disease being studied, execution of a DPA may
be required for participation.

E. What happens when a patient has not executed an advance
directive and becones nentally incapacitated? If the

i ndi vidual previously expressed wi shes which are docunent ed
in the nmedical record, those wi shes nmay be foll owed.
CGenerally, in the absence of a DPA or judicially appointed
guardi an, certain individuals are authorized by State law to
gi ve "substituted consent” for the furnishing (as opposed to
wi t hdrawal ) of nedical or dental care.

V. Children in Research

A. Wiile children may be required to assent to their
participation in research, they cannot provide legally valid
consent. Except as provided in the human subject protection
regul ations, a child requires the permssion of both parents
or his or her legal guardian to participate in research. A
child is defined as a person who has not attained the | egal
age for consent to research treatnments or procedures, under
the applicable aw of the jurisdiction in which the research
will be conducted. At the CC, anyone who is under age 18
cannot provide legally effective consent unless the
individual is married or a parent.

B. Determning who has the | egal authority to provide consent
in the case of a child in foster care calls for carefu
investigation. States differ as to who may provi de consent
for a foster child to participate in research. Increasingly,



the State agency responsible for placenment of the child or a
judge will need to be involved in the research consent
process.

C. By regulation, institutional review boards are required to
ascertain that adequate provisions are made for soliciting

t he assent of children who are capabl e of providing assent or
that assent is not required due to the limted capability of
the children involved or the prospect of direct benefit from
their participation in the research

D. If parents refuse to consent to the child' s participation
in research, that decision would govern. However, if parents
refuse the provision of ordinary nedical care in which the
benefits outweigh the risks, the State will ordinarily step
in, e.g., in the case of a parent's refusal to permt a life-
sust ai ni ng bl ood transfusion on religious grounds.

V. Medi cal / Research Records

A. Conpl ete and accurate nedical or research records are not
only necessary to provide quality care to patients and insure
scientific integrity and verification but also becone the
nost essential evidence in the event of litigation, review,
audit or other inquiry.

B. There are three basic rules:

1. Docunentation should be conpl ete.
2. Docunentation should be accurate.
3. Entries should be tinely.

C. How can the record be corrected? Entries should never be
obliterated or renoved. |If correction is needed, a |line
shoul d be drawn through the incorrect entry, the correct
information entered, initialed and dated. |If this is not
possi ble, the incorrect entry should be Iined out and an
expl anati on of the change, should be witten as close as
possible to the original entry, signed and dated.
Corrections should only be nade by the original author; if
not possible, correction to a nedical record should be nmade
by a Senior Mdical Staff nenber.

D. Federal statutes, regulations and CC policy place clear
responsibility on health care professionals to safeguard
patient confidentiality and patient records. Under the
Privacy Act, 5 USC 8552a et seq., disclosure of any
information froma patient's nmedical record, except to

anot her NI H enpl oyee who has a need to know the information
in order to performhis or her job, may not be nade w t hout
the patient's consent, unless one of the exceptions to the
Privacy Act applies.



VI .

VI,

E. The Privacy Act applies to all Covernment records, not
just nedical records, that contain information on individuals
and are filed so that the records are retrieved by use of the
person's name or sone other personal identifier. The Privacy
Act applies to personal information stored in conputers as
well as manual files. Violations of the Privacy Act, such as
i nproper disclosures or mai ntenance of a system of records

wi t hout proper notice, can carry both civil and crimnal
penalties. Individuals, who wish to establish a system of
records, need to consult with their records managenent

of ficer.

Legal Liability/ Ml practice Coverage

A. The Federal Tort dains Act, 28 USC 82671 et seq.
generally provides that the United States shall be |iable for
property injury or |l oss and personal injury or death caused
by the negligence, wongful act or om ssion of any enpl oyee
of the Governnent while the enployee is acting wthin the
scope of his or her office or enploynent. Section 224 of the
Public Health Service Act, 42 USC 8233, generally provides
that the Federal Tort Cains Act is the exclusive renedy
available to an individual injured as the result of
negl i gence of an officer or enployee of the Public Health
Service while providing health care within the scope of his
or her enploynent. These provisions operate to limt the
nam ng of individuals as defendants in civil |lawsuits and
require that the CGovernment be substituted as a party.

B. The Federal Covernnent self-insures. Professional
l[iability insurance is, therefore, not naintained for Federal
enpl oyees. dinical researchers at the NIH are subject to
actions for negligence or nmalpractice with | ess frequency

t han ot her health professionals not involved in research.

The types of clains filed nost commonly involve allegations
of mstakes in treatnent or diagnosis or defects in inforned
consent. Health professionals, who are not Federal enployees
and working at the CC, are required to be insured and to

mai ntain professional liability insurance with designated
coverage anounts simlar to outside investigators.

C. Drug and technol ogy devel opnent conpani es, and ot hers,
often ask investigators interested in receiving materials or
doi ng col | aborative studies wth themto provide an assurance
that the Governnent will indemify themfor any costs in the
event sonething goes wong. Absent express statutory
authority, the Federal governnent may not enter into an
agreenent to indemify where the anount of the Governnent's
liability is indefinite, indetermnate or potentially
unlimted. Extramural researchers may consider purchasing
project casualty or liability insurance.

Conflict of Interest




A. Pursuant to statute and inplenmenting regul ations, Federa
enpl oyees are prohibited fromparticipating in an
official capacity in matters affecting their own financi al
interests or the financial interests of other specified
persons or organizations. |If the interest is disclosed and
it is determned to be not so substantial as to be deened
likely to affect the integrity of the services provided by
t he enpl oyee, a waiver nay be granted. If not,
di squalification may be required.

1. Situations Involving Possible Conflicts of Interest

Enpl oynent Negoti ations
St ock Hol di ngs

Acqui sition Situations
Qutside Activities
Gfts

PoOooTE

B. As described in 42 CFR Part 50, Subpart F, Responsibility
of Applicants for Pronoting Cbjectivity in Research for Which
PHS Funding I's Sought, NIH grantees are required to establish
saf equards to prevent enpl oyees or consultants from using
their positions for purposes that are, or give the appearance
of being, notivated by a desire for private financial gain
for thenselves or others such as those with whomthey have
fam |y, business or other ties. Institutions receiving
financial support nust have witten policy guidelines on
conflict of interest and its avoi dance and provisions for
dealing with conflicts of interest.

VITl. Authorship/Rights in Data

A. Aut horship questions are ordinarily resolved by the
research group, Laboratory or Branch, and the primary
author. Although there are no | egal requirenents governing
who may or may not claimauthorship of a scientific article,
prof essi onal standards and NIH policy require that the
desi gnation of authorship should be based on a significant
contribution to the conceptualization, design, execution,
and/or interpretation of the research study. Authors also
must be willing to take responsibility for the study and to
support the general conclusions of the study. Lesser
contributions are often handl ed by acknow edgnent .

B. Data nmanagenent, including the decision to publish, is the
responsibility of the principal investigator. Research data
and supporting materials, such as unique reagents, of NH

i nvestigator/enpl oyees belong to the NNH and shoul d be

mai ntai ned in the Laboratory in which they are devel oped.
Onnership of data, in this case by NNH generally carries
with it the right to decide whether or not to disclose the
data and to control its use. Departing investigators, wth



approval , may take copi es of notebooks or other materials for
further work. Certain restrictions related to patient
privacy, prepublication and intellectual property nmay obtain
to the copying of clinical and other research data.

C. NIH investigators nmay receive requests for data or records
from subj ects, under the Freedomof Information Act, or
pursuant to | egal process such as subpoena or discovery
request. If the information is contained in a Privacy Act
systemof records, i.e., retrieved by a personal identifier,
the person whose file it is may authorize rel ease of the
information. Requests for data in NIH records under the
Freedom of Information Act or pursuant to |egal process are
rel easabl e subject to a nunber of exceptions. Prepublication
data, nongovernnental trade secrets or proprietary

i nformation, and personal private information are ordinarily
protected from public rel ease.

D. If the NIH sponsors extramural research, who owns the
data? Omership of data depends on the fundi ng nmechani sm and
the terns of the award. Cenerally, for grants, the grantee
owns the data in the absence of a specific grant condition to
the contrary. In the case of contracts and cooperative
agreenents, ownership of data is dependent on the terns of
the award. Ownership of the data does not operate to

precl ude access to the data by NI H
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